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WARNING LETTER

Certified Mail
Return Receipt Requested

December 6, 2001

Robert McKay, M.D. W/L Number: 18 - 02
Lead Interpreting Radiologist Inspection ID: 1903480007
Glendale Adventist Medical Center CFN: 20-30,125
Radiology Department FEIL 1000519281
1509 East Wilson Terrace :

Glendale, CA 91206-4098

Dear Dr. McKay:

We are writing to you because on October 30, 2001, your facility was inspected by a
representative of the State of California acting in behalf of the U. S. Food and Drug
Administration (FDA). This inspection revealed a serious regulatory problem involving
the mammography at your facility.

Under a United States Federal law, the Mammography Quality Standards Act of 1992
(MQSA), your facility must meet specific requirements for mammography. These
requirements help protect the health of women by assuring that a facility can perform
quality mammography. The inspection revealed the following Level 1 findings at your
facility:

- Level 1: Phantom quality control (QC) records were missing for the weeks of February
52 April 162, June 182, September 17%, and October 12 of the year 2001 for unit #5 (a

machine, mode! @ serial number which is
located in room number 111 and is referred to as "Mammo. 1"

- Level 1. Phantom QC records were missing for the weeks of December 8, 2000 and
February 23", March 2™, March 9%, March 16®, March 23", April 16%, June 182
September 172, and October 1% of the year 2001 for unit #6 (- GGG
@® machine, model G, serial number GNP vhich is located in room number
112 and is referred to as "Mammo. 2". ' '
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